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1 . The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. While the current title 
includes "apparatus", all the pending claims are drawn to a method. 



2. Applicant is reminded of the proper content of an abstract of the disclosure. 

A patent abstract is a concise statement of the technical disclosure of the patent 
and should include that which is new in the art to which the invention pertains. If the 
patent is of a basic nature, the entire technical disclosure may be new in the art, and the 
abstract should be directed to the entire disclosure. If the patent is in the nature of an 
improvement in an old apparatus, process, product, or composition, the abstract should 
include the technical disclosure of the improvement. In certain patents, particularly 
those for compounds and compositions, wherein the process for making and/or the use 
thereof are not obvious, the abstract should set forth a process for making and/or use 
thereof. If the new technical disclosure involves modifications or alternatives, the 
abstract should mention by way of example the preferred modification or alternative. 

The abstract should not refer to purported merits or speculative 
applications of the invention and should not compare the invention with the prior 
art. 

Where applicable, the abstract should include the following : 

(1) if a machine or apparatus, its organization and operation; 

(2) if an article, its method of making; 

(3) if a chemical compound, its identity and use; 

(4) if a mixture, its ingredients; 

(5) if a process, the steps . 



Extensive mechanical and design details of apparatus should not be given. 
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3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-34, 47, and 63 are rejected under 35 U.S.C. 112, second paragraph, as 

being indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. 

A) Claims 1-34 are confusing because independent claim 1 lacks typical 
transitional language suitable for method claims, such as "comprising". Thus, the scope 
of the claims cannot be determined. Correction is required. 

B) Claim 47 is confusing because although it would appear that the three 
recited amplification methods are intended to be used in the alternative (or), they are 
recited as inclusive (and). Clarification is required. 

C) Claim 63 is confusing because although the preamble and final step refer 
to a "transcription profile", there is nothing in the other active steps relating to such a 
profile. In other words, it would appear that critical subject matter for understanding 
how the method relates to a transcription profile is missing. Clarification is required. 
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4. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-63 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable overclaims 1-51 of 
copending Application No. 10/387,286. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because of a genus-species type 
relationship. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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5. Claims 1-63 are free of the prior art, but are rejected for other reasons. No 
claims are allowable. These claims require a "real-time" amplification procedure 
comprising removing an aliquot from an amplification reaction during the amplification 
regimen and separating nucleic acids in said aliquot . The closest prior art is the 
Sanchez-Vega abstract, which teaches a method combining features of real-time PCR 
and capillary electrophoresis. In this method, however, separation of nucleic acids by 
capillary electrophoresis occurs "immediately following" (in other words, after) real-time 
PCR. not in an aliouot taken during the amplification regimen . This is substantiated in 
the later Sanchez-Vega et al. November 2002 publication, which is not prior art. Li et al. 
is made of record as it teaches a real-time PCR method wherein aliquots are removed 
during the amplification regimen; however, as the instant application receives benefit of 
the provisional '045 application associated with the parent '286 non-provisional 
application, Li et al. is not prior art. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kenneth R. Horlick whose telephone number is 571- 
272-0784. The examiner can normally be reached on Monday-Thursday 6:30AM-5:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Kenneth R Horlick 
Primary Examiner 
Art Unit 1637 
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